Northwest Primary Care Clinical Laboratory Personnel Manual


This document is to describe the personnel positions in the Northwest Primary Care Laboratory, and the requirements and responsibilities of each position.  
Lab Director: 

The laboratory director must be qualified to manage and direct the laboratory personnel and the performance of moderate complexity tests and must be eligible to be an operator of a laboratory within the requirements of subpart R of this part.(a) The laboratory director must possess a current license as a laboratory director issued by the State in which the laboratory is located, if such licensing is required; andCode of Federal Regulations / Title 42 - Public Health / Vol. 3 / 2003-10-011050

(b) The laboratory director must—(1) (i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy in the State in which the laboratory is located; and(ii) Be certified in anatomic or clinical pathology, or both, by the American Board of Pathology or the American Osteopathic Board of Pathology or possess qualifications that are equivalent to those required for such certification; or(2)(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed to practice medicine, osteopathy, or podiatry in the State in which the laboratory is located; and(ii) Have had laboratory training or experience consisting of:(A) At least one year directing or supervising non-waived laboratory testing; or(B) Beginning September 1, 1993, have at least 20 continuing medical education credit hours in laboratory practice commensurate with the director responsibilities defined in § 493.1407; or(C) Laboratory training equivalent to paragraph (b)(2)(ii)(B) of this section obtained during medical residency. (For example, physicians certified either in hematology or hematology and medical oncology by the American Board of Internal Medicine); or(3) Hold an earned doctoral degree in a chemical, physical, biological, or clinical laboratory science from an accredited institution; and(i) Be certified by the American Board of Medical Microbiology, the American Board of Clinical Chemistry, the American Board of Bioanalysis, or the American Board of Medical Laboratory Immunology; or(ii) Have had at least one year experience directing or supervising non-waived laboratory testing;(4)(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory science or medical technology from an accredited institution;(ii) Have at least one year of laboratory training or experience, or both in non-waived testing; and(iii) In addition, have at least one year of supervisory laboratory experience in non-waived testing; or(5)(i) Have earned a bachelor's degree in a chemical, physical, or biological science or medical technology from an accredited institution;(ii) Have at least 2 years of laboratory training or experience, or both in non-waived testing; and(iii) In addition, have at least 2 years of supervisory laboratory experience in non-waived testing;(6) Be serving as a laboratory director and must have previously qualified or could have qualified as a laboratory director under § 493.1406; or(7) On or before February 28, 1992, qualified under State law to direct a laboratory in the State in which the laboratory is located.
The laboratory director is responsible for the overall operation and administration of the laboratory, including the employment of personnel who are competent to perform test procedures, and record and report test results promptly, accurate, and proficiently and for assuring compliance with the applicable regulations.(a) The laboratory director, if qualified, may perform the duties of the technical consultant, clinical consultant, and testing personnel, or delegate these responsibilities to personnel meeting the qualifications of §§ 493.1409, 493.1415, and 493.1421, respectively.(b) If the laboratory director reapportions performance of his or her responsibilities, he or she remains responsible for ensuring that all duties are properly performed.(c) The laboratory director must be accessible to the laboratory to provide onsite, telephone or electronic consultation as needed.(d) Each individual may direct no more than five laboratories. 
The laboratory director must:

(1) Ensure that testing systems developed and used for each of the tests performed in the laboratory provide quality laboratory services for all aspects of test performance, which includes the pre analytic, analytic, and post analytic phases of testing;
(2) Ensure that the physical plant and environmental conditions of the laboratory are appropriate for the testing performed and provide a safe environment in which employees are protected from physical, chemical, and biological hazards;
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(3) Ensure that—(i) The test methodologies selected have the capability of providing the quality of results required for patient care;(ii) Verification procedures used are adequate to determine the accuracy, precision, and other pertinent performance characteristics of the method; and(iii) Laboratory personnel are performing the test methods as required for accurate and reliable results;
(4) Ensure that the laboratory is enrolled in an HHS approved proficiency testing program for the testing performed and that—(i) The proficiency testing samples are tested as required under subpart H of this part;(ii) The results are returned within the timeframes established by the proficiency testing program;(iii) All proficiency testing reports received are reviewed by the appropriate staff to evaluate the laboratory's performance and to identify any problems that require corrective action; and(iv) An approved corrective action plan is followed when any proficiency testing results are found to be unacceptable or unsatisfactory;
(5) Ensure that the quality control and quality assessment programs are established and maintained to assure the quality of laboratory services provided and to identify failures in quality as they occur;
(6) Ensure the establishment and maintenance of acceptable levels of analytical performance for each test system;
(7) Ensure that all necessary remedial actions are taken and documented whenever significant deviations from the laboratory's established performance specifications are identified, and that patient test results are reported only when the system is functioning properly;
(8) Ensure that reports of test results include pertinent information required for interpretation;
(9) Ensure that consultation is available to the laboratory's clients on matters relating to the quality of the test results reported and their interpretation concerning specific patient conditions;
(10) Employ a sufficient number of laboratory personnel with the appropriate education and either experience or training to provide appropriate consultation, properly supervise and accurately perform tests and report test results in accordance with the personnel responsibilities described in this subpart;
(11) Ensure that prior to testing patients’ specimens, all personnel have the appropriate education and experience, receive the appropriate training for the type and complexity of the services offered, and have demonstrated that they can perform all testing operations reliably to provide and report accurate results;
(12) Ensure that policies and procedures are established for monitoring individuals who conduct pre analytical, analytical, and post analytical phases of testing to assure that they are competent and maintain their competency to process specimens, perform test procedures and report test results promptly and proficiently, and whenever necessary, identify needs for remedial training or continuing education to improve skills;
(13) Ensure that an approved procedure manual is available to all personnel responsible for any aspect of the testing process; and(14) Specify, in writing, the responsibilities and duties of each consultant and each person, engaged in the performance of the pre analytic, analytic, and post analytic phases of testing, that identifies which examinations and procedures each individual is authorized to perform, whether supervision is required for specimen processing, test performance or results reporting, and whether consultant or director review is required prior to reporting patient test results.
Technical Consultant:

The laboratory may employ one or more individuals who are qualified by education and either training or experience to provide technical consultation for each of the specialties and subspecialties of service in which the laboratory performs moderate complexity tests or procedures. The director of a laboratory performing moderate complexity testing may function as the technical consultant provided he or she meets the qualifications specified in this section.(a) The technical consultant must possess a current license issued by the State in which the laboratory is located, if such licensing is required.(b) The technical consultant must—(1) (i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy in the State in which the laboratory is located; and(ii) Be certified in anatomic or clinical pathology, or both, by the American Board of Pathology or the American Osteopathic Board of Pathology or possess qualifications that are equivalent to those required for such certification; or(2)(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed to practice medicine, osteopathy, or podiatry in the State in which the laboratory is located; and(ii) Have at least one year of laboratory training or experience, or both in non-waived testing, in the designated specialty or subspecialty areas of service for which the technical consultant is responsible (for example, physicians certified either in hematology or hematology and medical oncology by the American Board of Internal Medicine are qualified to serve as the technical consultant in hematology); or(3)(i) Hold an earned doctoral or master's degree in a chemical, physical, biological or clinical laboratory science or medical technology from an accredited institution; and(ii) Have at least one year of laboratory training or experience, or both in non-waived testing, in the designated specialty or subspecialty areas of service for which the technical consultant is responsible; or(4)(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical technology from an accredited institution; and(ii) Have at least 2 years of laboratory training or experience, or both in non-waived testing, in the designated specialty or subspecialty areas of service for which the technical consultant is responsible. Note: The technical consultant requirements for “laboratory training or experience, or both” in each specialty or subspecialty may be acquired concurrently in more than one of the specialties or subspecialties of service, excluding waived tests. For example, an individual who has a bachelor's degree in biology and additionally has documentation of 2 years of work experience performing tests of moderate complexity in all specialties and subspecialties of service, would be qualified as a technical consultant in a laboratory performing moderate complexity testing in all specialties and subspecialties of service.
The technical consultant is responsible for the technical and scientific oversight of the laboratory. The technical consultant is not required to be onsite at all times testing is performed; however, he or she must be available to the laboratory on an as needed basis to provide consultation, as specified in paragraph (a) of this section.(a) The technical consultant must be accessible to the laboratory to provide on-site, telephone, or electronic consultation; and(b) The technical consultant is responsible for—(1) Selection of test methodology appropriate for the clinical use of the test results;(2) Verification of the test procedures performed and the establishment of the laboratory's test performance characteristics, including the precision and accuracy of each test and test system; Code of Federal Regulations / Title 42 - Public Health / Vol. 3 / 2003-10-011054

(3) Enrollment and participation in an HHS approved proficiency testing program commensurate with the services offered;(4) Establishing a quality control program appropriate for the testing performed and establishing the parameters for acceptable levels of analytic performance and ensuring that these levels are maintained throughout the entire testing process from the initial receipt of the specimen, through sample analysis and reporting of test results;(5) Resolving technical problems and ensuring that remedial actions are taken whenever test systems deviate from the laboratory's established performance specifications;(6) Ensuring that patient test results are not reported until all corrective actions have been taken and the test system is functioning properly;(7) Identifying training needs and assuring that each individual performing tests receives regular in-service training and education appropriate for the type and complexity of the laboratory services performed;(8) Evaluating the competency of all testing personnel and assuring that the staff maintain their competency to perform test procedures and report test results promptly, accurately and proficiently. The procedures for evaluation of the competency of the staff must include, but are not limited to—(i) Direct observations of routine patient test performance, including patient preparation, if applicable, specimen handling, processing and testing;(ii) Monitoring the recording and reporting of test results;(iii) Review of intermediate test results or worksheets, quality control records, proficiency testing results, and preventive maintenance records;(iv) Direct observation of performance of instrument maintenance and function checks;(v) Assessment of test performance through testing previously analyzed specimens, internal blind testing samples or external proficiency testing samples; and(vi) Assessment of problem solving skills; and(9) Evaluating and documenting the performance of individuals responsible for moderate complexity testing at least semiannually during the first year the individual tests patient specimens. Thereafter, evaluations must be performed at least annually unless test methodology or instrumentation changes, in which case, prior to reporting patient test results, the individual's performance must be reevaluated to include the use of the new test methodology or instrumentation.§ 493.1415 Condition: Laboratories performing moderate complexity testing; clinical consultant. The laboratory must have a clinical consultant who meets the qualification requirements of § 493.1417 of this part and provides clinical consultation in accordance with § 493.1419 of this part.§ 493.1417 Standard; Clinical consultant qualifications. The clinical consultant must be qualified to consult with and render opinions to the laboratory's clients concerning the diagnosis, treatment and management of patient care. The clinical consultant must—(a) Be qualified as a laboratory director under § 493.1405(b) (1), (2), or (3)(i); or(b) Be a doctor of medicine, doctor of osteopathy or doctor of podiatric medicine and possess a license to practice medicine, osteopathy or podiatry in the State in which the laboratory is located.
Clinical Consultant:
The clinical consultant provides consultation regarding the appropriateness of the testing ordered and interpretation of test results. The clinical consultant must:

(a) Be available to provide clinical consultation to the laboratory's clients;
(b) Be available to assist the laboratory's clients in ensuring that appropriate tests are ordered to meet the clinical expectations; 
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(c) Ensure that reports of test results include pertinent information required for specific patient interpretation; 

(d) Ensure that consultation is available and communicated to the laboratory's clients on matters related to the quality of the test results reported and their interpretation concerning specific patient conditions
The lab director at Northwest Primary Care also fills the role of clinical and technical consultant.

Testing Personnel

The laboratory will have a sufficient number of individuals who meet the qualification requirements of CLIA 42 CFR 493 §1423, to perform the functions specified in CLIA CFR 493 §1425 for the volume and complexity of tests performed.
Each individual performing moderate complexity testing must meet one of the following requirements:
(1) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy in the State in which the laboratory is located or have earned a doctoral, master's, or bachelor's degree in a chemical, physical, biological or clinical laboratory science, or medical technology from an accredited institution; 
(2) Have earned an associate degree in a chemical, physical or biological science or medical laboratory technology from an accredited institution; 
(3) Be a high school graduate or equivalent and have successfully completed an official military medical laboratory procedures course of at least 50 weeks duration and have held the military enlisted occupational specialty of Medical Laboratory Specialist (Laboratory Technician); 
(4) Have earned a high school diploma or equivalent; and have documentation of training appropriate for the testing performed prior to analyzing patient specimens. Such training must ensure that the individual has
(A) The skills required for proper specimen collection, including patient preparation, if applicable, labeling, handling, preservation or fixation, processing or preparation, transportation and storage of specimens;
(B) The skills required for implementing all standard laboratory procedures;
(C) The skills required for performing each test method and for proper instrument use;
(D) The skills required for performing preventive maintenance, troubleshooting and calibration procedures related to each test performed;
(E) A working knowledge of reagent stability and storage;
(F) The skills required to implement the quality control policies and procedures of the laboratory;
(G) An awareness of the factors that influence test results; 

(H) The skills required to assess and verify the validity of patient test results through the evaluation of quality control sample values prior to reporting patient test results.
The testing Personnel are responsible for following the laboratory's procedures for specimen handling and processing, test analyses, reporting and maintaining records of patient test results.  In addition, they will:

(1) Maintain records that demonstrate that proficiency testing samples are tested in the same manner as patient samples.  
(2) Adhere to the laboratory's quality control policies
(3) Document all quality control activities, instrument and procedural calibrations and maintenance performed.  
(4) Follow the laboratory’s established corrective action policies and procedures whenever test systems are not within the laboratory's established acceptable levels of performance.   
(5) Be capable of identifying problems that may adversely affect test performance or reporting of test results, and either must correct the problems or immediately notify the technical consultant, clinical consultant or director. 

(6) They will document all corrective actions taken when test systems deviate from the laboratory's established performance specifications
Testing Personnel Classification

Northwest Primary Care Lab performs both waived and non-waived testing.  There are two level s of lab testing personnel qualifications in this lab, based on the individuals training and competency.  The two levels of classifications of lab:

1. Waived Testing Personnel

2. Non-waived Testing Personnel

Waived testing personnel are permitted to perform waived testing only, including Coag-Sense INR, Automated urine dipstick, nasopharyngeal influenza swabs, Strep A and B throat swabs, and urine pregnancy tests.  

Non-waived personnel are permitted to perform all the above testing, and also operate the Alfa Wasserman chemistry analyzer, the Afinion analyzer, the Beckman-Coulter Access 2 analyzer, and the Sysmex XP-300 automated CBC analyzer.  Waived personnel may become credentialed to operate some or all of the non-waived analyzers.

	TESTING
	Non-Waived Personnel
	Waived Personnel

	Waived Testing
	X
	X

	Automated urine dipstick testing
	X
	X

	Nasopharyngeal influenza swabs
	X
	X

	Strep A and B throat swabs
	X
	X

	Urine Pregnancy Testing
	X
	x

	Coag-Sense INR testing
	x
	X

	
	
	

	
	
	

	Non-waived Testing
	
	

	Routine Chemistry (310)(Axcel)(Afinion)
	X
	

	Endocrinology (330)(Access 2)
	X
	

	Hematology (400)(Sysmex 300)
	x
	

	Urine ACR (microalbumin) (Afinion)
	
	


Personnel Training and Competency Assessment

All lab personnel are trained by a qualified staff member on all the equipment or skill appropriate to their lab personnel classification.  Initial training will consist of one or all of the following: a demonstration, a video, or an instructional booklet, along with question and answer sessions for each separate competency.  The trainee will then be required to demonstrate competency in each skill to the lab director’s satisfaction in order to achieve final approval.

No more than six months from the initial training, lab personnel will undergo re-evaluation of their competency on all pertinent skills and receive the lab director’s appraisal at the completion of the evaluation.

Thereafter, all lab personnel will receive at least yearly evaluations of their competency by the lab director. 

All six month and yearly evaluations will take place in either January and/or July of each year.

Training policies will be evaluated yearly by the lab director.

Job Description Receipt
I acknowledge that I have read and understand my responsibilities and duties for training, learning and working in the Northwest Primary Care Clinical Lab.

Signed: _________________________________  
Date: _________________________
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